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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 19 May 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-3,5-8, 16-21,23-26 and 33-36 is/are pending in the application. 

4a) Of the above claim(s) 13,14,31 and 32 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Q Claim(s) 1-3,5-8, 16-21,23-26 and 33-36 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicants amendments to the claims filed 05/19/2008 have been entered. 
Applicants have cancelled claims 9-1 2,, 15 and 27-30 and amended claims 1 and 19. 
Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 33 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Specifically the examiner could not find support 
within the specification that a carboxylated PLA can further be processed by 
hydrolyzation. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 33 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically the independent claims which claim 33 depends 
upon recite that the PLA is carboxylated, while claim 33 hydrolyzes the carboxylated 
PLA. If the PLA is hydroxylated the polymer will lose its carboxylation since the end 
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groups will be hydroxylated by the treatment, thus it is not clear if applicants are 
claiming a hydrolyzed PLA or a carboxylated PLA. 

Response to Arguments 

Claims 1-3,5-8,16-21,23-26 and 33-36.are rejected under 35 U.S.C. 102(b) as 
being anticipated by Yang et al. (US 6,258,121 B1 , cited previously) and the teachings 
of Kim et al (US 5,548,035, cited previously) incorporated by reference. 

Applicants assert that Yang and Kim fail to disclose a carboxylated PLA that has 
the following structure I: 




OH 
n 



Firstly it is noted by the examiner that the above formula is not present within the 
claims, the only limitation present is that the medical article has a coating comprising a 
derivative of carboxylated PLA. Secondly all PLA polymers contain carboxyl groups (- 
COOH) within their structure, at least one carboxyl group must be attached to the 
polymer end terminus, this is correlated by applicants scheme I on page 11 of the 
specification in which Poly(lactic acid) is drawn with the following structure II: 
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Note the circled terminal potion of the polymer is a carboxylate. Thirdly even if 
applicants claim structure I since the claims state that the polymer is a derivative of 
carboxylated PLA, the Yang reference would still anticipate on the claims. Note that the 
standard definition for a chemical derivative is a compound that is formed from a similar 
compound or a compound that can be imagined to arise from another compound, if one 
atom is replaced with another atom or group of atoms. See definition from 
www.wikipedia.org provided. It very well can be imagined that PLA (structure II) could 
arise from carboxylated PLA (structure I), for instance by hydrolysis of the end 
carboxylate, thus ordinary non-carboxylated PLA is a derivative of carboxylated PLA. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3,5-6,8,16-24,26 and 33-36 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Ibay et al, this new rejection was necessitated by applicants 
amendments to the claims. 

Ibay teaches polymers produced from hydroxy acids (including lactic acid) and 
polycarboxylic acids, the end groups of the polymer contain at least 90% carboxyl 
groups, preferably about 100%. See abstract, col 5 lin 15-28 and claims. The polymers 
could be used as a coating for medical implants and for incorporating biologically active 
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agents. See col 7 lin 48-49. Additional monomers could be used to make the 
copolymers including vinylpyrrolidone and styrene. See col 4 lin 51-56. 

Conclusion 

No claims are allowed at this time. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP §706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James W. Rogers, Ph.D. whose telephone number is 
(571) 272-7838. The examiner can normally be reached on 8:30-5:00. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 271-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
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Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



